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gn or use without the approval of thii 

1. Check all applicable boxes and type or print the 
requested information. 

2. Submit an orlginal and~four (4) copies. 
1. NAME OF COMPANY 

3. Mait your application to th$Do&eti Mana&rn&nt Bmnch (HFA-365), Food and 
bug Admini%&,’ i%%r?~%$@?&hers La&, R~ockville, MD 20652. 

, c . “-I 4. Enter docket number if&signed, , .,. .,, (,r__ / “. ,” _“_ 

Dave Jarrett 1 416-674-8735 
6. THE APPLICANT REQUESTS THE VARIANCE~TC BE IN EFFECT‘FOR A PERlOD’OF 

,. . ...” 1 October 24,2003 
;r 

general, the Agency will approve a vadanck fM tin 
YEARS FROM THE DATE OF ISSUE. (rn 

.~ ,, *)_u.., ,, 
request& a jusf$ic&+ m&k &&&f as part of the ;3pplicafi~~) 
sw.;i,&,~dj$z‘,,Fn%., w .‘ ‘h,.>:,*“?r &“,;;F~*;*:“*>s,. ir’8 ._,7 “‘ #l yo- / :. , IL _ * I,. ” _ 

PRODt$CT DE+CwP@Xj xl@ ‘&ti ; 
:: LIST NAME AND/OR MODEL NUMBER(S)‘FCR-THE LASER LIGHT SHOW(S) AND PROJECTOR(S) 

., 

Beamstar, Lasertek F/X Show b. pRooucT FOR wHlcH A,“Afi,tiCE ,,SREQijEggti&, _’ I ̂ _r/ i** ‘*-*:i:, r 

@ A laser display device 
@ A projector for a taser light show 
cjil A laser light show 
q ~er&Jecify) c. q PROJECToRs ARE. ,mNoEf) ‘@& ~s%g,.*pq~e; .bR c6Ab yg 
OTHERLASER LlG!il”Sl%W-PRODUCERS 

d. PRODUCT IS INTENDED FdR USE IN‘A 
ciil Planetarium or other dome projection structure 
0 Theater 

i?d More than 15 days 
ciil More than 5 but not more than 15 days 
i%j Less than 5 days 

3. TOUR IS INTENDED TO RUN FOR 
0 More than 6 months 
q I - 6 months 
0 Less than one month 
c] Not applicable (Not a tour) 
•j Other (Specifyl) 

@ Hotellmotel ballroom or meeting room 
q Store displays 
[izI Trade show or convention 
q Discotheque or night club 
q Pavilion 
@I Indoor arena 
q Outdoor arena 
•I Museum 

, ,. /._,*. “&.“.“.Z.r; “hD1 .+‘a* *c,\* 
1. PRODUCT UTliikS’THE FORLORN-G LASER~EFFB%S~ ‘.- 

@! Front screen projections 
l$j Rear screen projections 
jJ Holographic displays 
@ Multiple reflectfon/d8fraction effects 
0 Audience scanning (Also includes scanning any accessible 

unconfrolled areas) 
l%l Reftections from stationary mirrors or mirrored 

@j Outdoor unenclosed area 
III Other fS~~W---.------,vp- 

3. PRODUCT IS INTENDED TO BE USED 
q At only one (Fixed) location 
q At a variety of (Tour) locations 
cl ~herfSpecifyl I--;--llie%- I~- :,; 

sinfeces (&am Mat&es) 
@ Stationary irradiation of rotating mirror balls, etc. 
q Scanning irradiation of rotating mirror balls, etc. 
0 Fiber optic projections 
•I Fog, smoke, or other scattering enhancement effects 

3. 

I3 other (sPec$!&.---,7, 

LASER ME.DltJM (Ar, HkNe, et;.}. ” 
, ,_... $. ,,.s* *c. , LASER ft&Dl~ARQN LQ’f%s’ i _.e,. . . . . . . ; 

WAVE LENGTHS (/ifi) - ,x PW(POWER (watts) 
Ar.He-Ne.Kr.%ti.KtofDiode 0; Yaal 400-700nm 5ow 

I I 
9. IF ANY LASER wmnoN IS PULSED ok SCANNED, GIVE THE PULSE DURATION AND RATB AND SCANNING FREQUENCY AND AMPLITUDE 

0 to 3Khz up to 60 degrees peak to peak 

IO. REASON FOR REQUESTING VARIANCE ._ ’ “. 
,.,,a, j, > _I ;>xr-, .:,. , j,.,,-*” .> , .r :,i, &‘̂  ‘V, .;:--;,--, >j“E , ,,< -’ ,:i,>, ,I 

@ Compliance with the limits of 21 CFR 1040.1 l(c) would restrict the intetidd’use’o?‘ihe product b&use compliance would 
limit the output power to the &tent that the desired effe~svicoufd’not be suff%&itf~visibte 

0 other or additional explanation (Speci&) 

EF 



@ It is proposed to deviate from the provisions of 21 CFR f&lO.l‘i(ij inthat the ~~~~l~~~~~“~~~~~~ui~x~~~~ the 
accessible emission limits specified in ‘2% ‘cf#%%&??(<j.‘ “ 

0 It is proposed to deviate from the provisions of 21 CFR 1040.1 f(c) as follows: 

” ., 
12. ADVANTAGES TO BE DERIVED FROM SUCH DEVlATf6N .‘ _ - ’ -” 

j _. I:, ,>. ). _ \ < .: ‘j /,:, i?rh _ : ,.; 
,, .; . : 

•j Laser light shows and displays’are accepted popular media in entertainment and the arts. Use of power levels in excess 
of the limits iimposed by 21 CFR 1040.1 l(c) is necessary to achieve the required effects in these media. 

0 Other or additional advantages (describe and expkin). 

x .~, _/_,.,./, a,.,,. _< ,* ,% _  / *x‘ .l.l(v”.,ln,.ix Ij,vl _‘.F,,/ -‘,I..*.rl.; .\**_ j .:,*, .I( *‘b-J.” :;,‘. :.:, *, : ‘, ,.,, ,I 
13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. (Check asmany boxes as apply. In item 14 ‘Remarks,” 

justify any boxes not checked, using additionalsheets as necessary. State any &her means of radiation protection that will be u&d.) 

a. q All laser products, systems, shows, and projectors will be cedii.ed to-comply with 21 CFR lO&.lb and the condkii’ofthis vadar& and will 
be reported as required by 21 CFR l”ti2.10 :AND f’Ob2.7> using the reporting guides provided for such purpose.“i%ez& a&tins vjill be 
accomplished prior to any introductibn into comm’erce. 

b. q Effects not specifically indicated in this variance applicafion will not be performed. /&I other effects will be added until an amendment to the 
variance has been obtained and the required reports or supplements, as applicable, have been submitted. 

,I ,, 
c. @ Scanning, projection, or reflection of laser and coilateral radiation @$hf Shoti’%f&i&i$ into &&en& or other accessible uncontrolled areas 

will not be permitted except for diffuse reflectio&‘p&duced byihe atmosphere, added atmoepheric’scattering media, and target screens. 

d. q Laser radiation levels in excess of the limits of Claes I wilt not be permitted at any point less than 3.0 meters above any surface upon which 
persons other than operator& performers, or employees are permitted to stand or 2.5 meters belo$or in lateral separation from any place 
where such persons are permitted to be. Operators, performers, a@ employees will not be required or allowed to vlew radiation above the 
limits of Class I or be exposed to radiation above the limits specified’% 21 CFR X%O.~~(C).” 

e. @ Any product which relies on scanning to meet access, exposure, or product class limits will incorporate ascanning safeguard system which 
directly senses scanner motion and which will reaa fast enough to preclude exce&g the applicable limit. 

i : ic 
f. &j Ail laser light shows shalt be under the direct and p&s&ta~ control of trained,’ competent opera&&). The operator(s) will: 

(1) Be an employee of the variance holder who &ill be responsible for the training andthe canduct of the operator; 

(2) Be located where all beam paths can be direct(l &served at afl timev, Andy*- “’ 

(3) Immediately terminate the emlssirjn oflight sho& mdiiiidn ‘in the event’of any unsafe ‘cocbi;d&%;‘or, for outdoor ihews, upon request 
by any air traftlc control officials. 

g. q The maximum laser projector output power willnot exceed the tevel required to obtain the intended effects. 

h. @ The projection system (i.e.< the projector and@ other componenfa used to prod+? thi light&g effects) will be securely mounted or 
immobilized to prevent unintended movement or misalignment. Beam masking til be pmvided as an inherent ‘part of the system design to 
prevent overfilling of screens, beam stops, targets, etc. 

i. @ Laser projectors will not be delivered to any other party under an agreement of sale, lease, or loan unless and until the recipient demonstrates 
that they have a variance in effect at ‘the time of‘delivery that permits them to produce laser light shows incorporating such pmjector(s). 

j. q In addition to the requirements of 27 CFR 1040.10(h), the manufacturer of laser projectors/systems will provide to parties who purchase, lease, 
or borrow the equipment, adequate users’ instructions for safe installai&r atid’operation which explain the responsibility of the recipient as an 
independent light show manufacturer to submit the required reports and apply for and obtain a variance from .CDRH prior to introduction into 
commerce of any laser light shows. 

., 
k. @I The requirements of 21 CFR 1002.3O(a)(l j and (2) %ill’be~‘accc$%hed th&&h%~use“;;i v&i~en’p&&Juresfor setup, alignment, testing, 

and performance of each show. These procedures till be in sufficient d~etaliil to ensure compliance with 21 CFR 1040.10, the conditions of this 
variance, snd the-control of access to radiation areas using the procedures described in the ANSIZl36.fstar%laid ‘for the safe use of lasers 
(American Nation~~Stan&rds l&&t&, @j%%*%&y,’ New York’NY W@jo?“6& o&r ‘equivalent user consensus standard and, where 
applicable, state or local requirements. Laser t-ad&on areas which can contain radiation levels above the fimi~sp&&d ‘in 21 CFR l@IO.~i(c) _* -.. ,viI_e\ ;*,s.,,*D *%sv ,*. _..*a 1 \*- - 
will be clearly identified by ‘the po&iig of wammg dgns andior rest&&g access through physical mearid- (&id as pressure switches, photo 
ce/ls, barriers, guards, etc.). These requirements apply to temporary areas (3uch as during set up and alignment procedures) and to final or 
permanent areas. The variance holder will rpta& ihe records of these procedures and the results of all tests as required by21 CFR 1002.31. A 
copy of the variance appfic&&ii the a&oval letter, current procedures, and record6 relating to each partictiltir show will be with th(? operator 
or other responsible individual and will be made avail&e for inspection by FDA and’otber responsible authorities. 
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j . , x .~I .I. “” ,~ Xr “,a’“:*, a,.* -*“.*< _ a:* 1: ( -$*,,p~e&, ,:“;~,,i.r*rirlilri”~, $~.mr~,,.~ G;,&&yl*... ,+>ijs%: <.; : .,* : ‘*a .s >A* :i AL i “ *i ‘*1_ 1, ;,_ 

I. [J Advance written notification will be mide as early as possible to appropriate feder& st&e,‘and l&&authorities providing show itinerary with 
dates and locations ctearly and completely identified, and a basic description of the proposed effects including a statement of the maximum 
power output intended. Such notifications tiilT be made, but not necessarily be limited, to: 

ij .;>a, .,~,;,:,J .,lj ii,.., .,, ., . . / ‘,- (,) The Center for Detices and ~diofog~ff+&y, “&f&g g&-&$&(~j~&~~ ‘$&~L‘&&~;Road, Rockvi,,e, M D  20!os5q. prd\iiding the 

initial and closing dgtes forgx&%staMiorWrid fti%rii&%y for mobile sho&s. In addiin, unless all aspects of each chow have been 
reported and accession. numbers dearly referenced, each notice will include detailed de&riptioiis of etich show and a listing of all effects to 
be performed in sufficient det%i to confirm compliance with the regulations and this variance. 

(2) The Federal Aviation Administr&ion~(Ff%j for &$pmj&tions into open &&ze at any time (Lo., inch&~ k&t hi, &gknent, mhearsals, 
performances, etc.). If the ‘FAAobjects to any iaser effects, the objections will be resolved and any conditions requested by FAA will be 
adhered to. If these conditions cannot be met, the objectionable effects will be deletid fm m  the show 

(3) State and local radiation control oft%es/agendes for all shows to be performed within ‘th~ijij;rfsd&t&% Atl~re@ir&&n~of &ate and:local 
law will be satisfied and any db&c%ons raisedby local authorities will be resoivsd orthe effects deleted. (A list of federal an&ate offices is 
available from the Cenfer for De&es and l%dk&gi&d He&h up& requ&LJ 1 

i ,, ,, ,, i,<x*c_“.-I iiXl”.l , 2,. .1-% _, ..I_ -a> .# * ,,.*J- ,ci- *4,, *I- ,,+.,*,p -;.,., i: - 6. ‘Q  ?‘, . I%__ _. 

__ _ . . . . x.~ .,.,,. ,,,s., ,o CERTI~ICWKY _ .,/. _. in ~,,.l ,. i. 

I CERTIFY that all of the above infoncation and statements-are true, complete, and correct to the best of my  knowledge and acknowledge that I . ., _ ,,,, .‘ 
my  variance application may be denied or my  valance may be ‘revoked if this applic&on is found to !% false, m&leading or incorrect in any 
material way. I have submitted and will submit ati reports’ required by 21 CFR 1002.~0 and 1662.li‘on the laser equipment and show(s). I 
further understand that I may be required by regulation or by the Director, Center fooi”fJ&&s a% “Ra&ok$&f l%alth, to supply such other 
information as may be necessary to evaluate and act on this application: 
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